DRAFT Minutes SDS Teleconference for 2009-06-22T11:00:00 (EST) courtesy of Mary Lenzen

1. Roll call

	
	Name 
	Company

	1. 
	Randall Austin
	GSK

	2. 
	Adrienne Boyance
	Octagon Research Solutions

	3. 
	Gary Cunningham
	Cephalon

	4. 
	Janelle Erickson
	Orexigen

	5. 
	Allen Glover
	Covance

	6.
	Andreas Gromen
	Bayer Schering Pharma AG

	7.
	Susan Hamilton
	Lilly

	8.
	Terry Hardin
	Independent

	9.
	Jagruthi Kasuganti
	Take Solutions

	10. 
	Shannon Labout
	Independent

	11.
	Sandy Lei
	J & J

	12.
	Mary Lenzen
	Octagon Research Solutions

	13. 
	Richard Lewis
	Octagon Research Solutions

	14.
	Carlo B. Radovsky
	etera solutions, LLC

	15.
	Janet Reich
	Independent

	16.
	Cliff Reinhardt
	Schwarz Biosciences

	17.
	Anne Russotto
	Roche

	18.
	Jerry Salyers
	Octagon Research Solutions

	19.
	Vineet Sharma
	Sepracor

	20.
	Carey Smoak 
	Roche

	21.
	Gail Stoner
	Centocor

	22.
	Madhavi Vemuri
	J & J 

	23.
	Diane Wold
	GSK

	24.
	Fred Wood
	Octagon Research Solutions

	25.
	Li Zheng
	Genentech


2. Review of Meeting Minutes from May 25, 2009 and June 8, 2009
The meeting minutes for the May 25, 2009 and June 8, 2009 SDS telecons are approved with formatting changes to be consistent with other meeting minutes.  Minutes will be posted in the “Members Only” section on the CDISC web site. 

3. Welcome New Members

Adrienne Boyance is from Octagon Research Solutions in Wayne, PA.  She is currently a member of the CDISC SEND (Standard for Exchange of Non-clinical Data).  Adrienne does SDTM (clinical and non-clinical data) consulting at Octagon. Prior to Octagon, Adrienne was involved in Merck’s first submission using SDS  (Submission Data Standards which was the name of the standard prior to being called SDTM).

Janelle Erickson is from Orexigen in La Jolla, CA. Janelle has attended the 2 day SDTM training course.  Janelle is currently working on and SDTM3.1.2 submission. 
Jerry Salyers is from Octagon Research Solutions located in Ohio.  Prior to Octagon, Jerry worked closely with Jan Hess (SDS member) at P & G.  Jerry is currently involved with SDTM conversions and  EDC (Electronic Data Capture) compliance with SDTM. 
Vineet Sharma is from Sepracor, Inc in  Marlborough, MA  Vineet has attended the 2 day SDTM training course.  Vineet ‘s SDTM experience includes conversions to both SDTM 3.1.1 and 3.1.2. 
4. Old Business 

A.  CDISC INTRAchange:

Fred distributed the latest Intrachange Schedule as of June 22, 2009.  TLC (Technical Leadership Team met on Friday, June 19 and there are changes expected to the schedule for: 

Wednesday, July 8

Not expected to need 2 sessions for the SDS / ADaM – Pop & Baseline Flags.  Slot from 11 AM to 12:30 PM is open for other ADaM/SDS team discussions. 
ACTION ITEM:  Mary/Fred will review 3.1.3 spreadsheet and suggest topics for ADaM/SDS team meeting at the CDISC INTRAchange.  

Thursday, July 9

2 sessions for XML Tech / SDS – define.xml

· 8:30 AM  - 10 AM:  open issues and questions

· 10:30 AM - 12:00 PM: review/explore requirements for harmonizing Adam and SDTM Define.XML requirements.
John T had sent a document regarding the ADaM approach.

All attendees must register. Cost covers continental breakfast, coffee, and lunches. Link:

http://guest.cvent.com/i.aspx?5S,M3,affaa1ff-38f0-4131-8577-9763875927e6
Online Registration closes at the end of business Monday, 6 July 2009.
Attendance as of July 2, 2009:

	
	Name 
	Company
	

	1. 
	Gary Cunningham
	Cephalon
	

	2. 
	Allen Glover
	Covance
	

	3..
	Susan Hamilton
	Lilly
	

	4.
	Terry Hardin
	Independent
	

	5.
	Joyce Hernandez
	Merck
	

	6.
	Jan Hess
	P & G
	

	7.
	Lou Ann Kramer
	Lilly
	Wednesday, July 8 and AM on Thursday, July 9

	8.
	Shannon Labout
	Independent
	

	9.
	Mary Lenzen
	Octagon Research Solutions
	

	10.
	Cliff Reinhardt
	Schwarz Biosciences
	

	11
	Carey Smoak 
	Roche
	Thursday, July 9 only

	12.
	Chris Tolk 
	CDISC
	

	13.
	Sy Truong
	Meta-Xceed
	

	14.
	Gary Walker
	Quintiles
	

	15...
	Diane Wold
	GSK
	

	16..
	Fred Wood
	Octagon Research Solutions
	






Not Attending:
Stéphane Auger 

Randall Austin

Janelle Erickson

Andreas Gromen

Wayne Kubick
Richard Lewis
Mike Morozewicz 

Barrie Nelson
Musa Nsereko
Carlo Radovsky
Anne Russotto 
Vineet Sharma
Gail Stoner

Li Tang
Peter Van Reusel
Carol Vaughn 
Madhavi Vemuri
Carolyn Wilson
ACTION ITEM:  Fred will distribute updated INTRAchange agenda and request that attendees identify the sessions they are planning to attend.

B.  Backward compatibility:  Tom was not able to join the call so discussion is deferred to next call

5. New Business
A. QS Discussion: Gary C distributed a document for discussion regarding QS:

Background:  QS Subteam Charter

· Develop standard implementations of selected questionnaires following the SDTM QS Domain model, including:

· any proposals for controlled terminology

· complete examples. 

· Steps to achieve above:

· refine/define general rules and guidelines for modeling any questionnaire

· address the outstanding 3.1.2 review issues

· apply general rules/guidelines to specific implementations.

Areas for Standardization

· Questionnaire results

· QSORRES, QSSTRESC, QSSTRESN

· Questionnaire questions

· QSTESTCD, QSTEST

· Questionnaire categories

· QSCAT, QSSCAT

· Questionnaire metadata

· for the questionnaire itself (e.g. title, version, translation, evaluation period)

· for the questions (e.g. full question text, test codes, tests)

· for the results (e.g. ranges, use of high/low reference variables, codes, decodes, derivations, imputations).

Issues for Discussion with SDS Team
1. Use of QSORRES.

Consider this example question:

Number the following topics from ‘1’ to ‘7’ with ‘1’ corresponding to the most important topic and ‘7’ to the least important one. Please use each number only once.




Most






Least

Topic


Important



 

Important

Energy (tiredness)
1

2
3
4
5
6

7

Emotions (mood) 
1

2
3
4
5
6

7

…

The team has come up with 5 options to model a response to this question.  (Assumes these seven items are treated as seven tests.) 

Option 1:  Number only for original result.

	
	QSTEST
	QSORRES
	QSSTRESC
	QSSTRESN

	Option 1
	ENERGY
	2
	2
	2

	
	EMOTIONS
	1
	1
	1


	Option
	Pros
	Cons

	1
	· The text description of 1=Most Important and 7= Least Important are only anchors for the orientation.

· The major information seems to be the numeric representation, because not all decodes have a text description.

· The data management function likely supports this because the data entry can be simplified by using a codelist or allowing only a numeric field for the data entry.

· The ordinal scale is perpetuated within QSORRES i.e. 1 is one level apart from 2, etc.
	· The term as information piece is not in the database.

· Redundant information because QSORRES, QSSTRESC, and QSSTRESN all have the same value.


Option 2:  Text description only if available, else number only for original result.

	
	QSTEST
	QSORRES
	QSSTRESC
	QSSTRESN

	Option 2
	ENERGY
	2
	2
	2

	
	EMOTIONS
	MOST IMPORTANT
	1
	1


	Option
	Pros
	Cons

	2
	· Significant information from the CRF (the term) is in the database.

· Represents the text/decoded value as defined for QSORRES in SDTM IG v3.1.2 (see CDISC Notes for QSORRES and Assumption 4.1.5.1.1).  (Is this just because QS and QSORRES were originally defined prior to any Define mechanism to explain codes?)
	· Implementation as a codelist with text plus numeric options is considered unusual.

· Inconsistency of value format in QSORRES variable.

· The ordinal scale character is discontinued for the QSORRES variable. Looking only at the QSORRES variable it is not possible to interpret the term MOST IMPORTANT or LEAST IMPORTANT as something less or more than 2. The information from the standard variables is needed to get the orientation.


Option 3:  Number concatenated with text description if available, else number only for original result.

	
	QSTEST
	QSORRES
	QSSTRESC
	QSSTRESN

	Option 3
	ENERGY
	2
	2
	2

	
	EMOTIONS
	1 = MOST IMPORTANT
	1
	1


	Option
	Pros
	Cons

	3
	· All information possible from CRF is captured in QSORRES.
	· Value is not normalized, i.e. concatenation of information in one field.

· The information may need to be separated from QSORRES for reporting. 

· Agreement is needed for a standard separator symbol.


Option 4:  Same as Option 2 except numeric original result variable added.

	
	QSTEST
	QSORRES
	QSSTRESC
	QSSTRESN
	QSORRESN

	Option 4
	ENERGY
	2
	2
	2
	2

	
	EMOTIONS
	MOST IMPORTANT
	1
	1
	1


	Option
	Pros
	Cons

	4
	· All information as originally on a CRF is captured in two variables depending on the format.

· All values are normalized.
	· Requires adding a new variable to the Findings Observation Class which might only be of use in the QS domain.

· Implementation as a codelist with text plus numeric options is considered unusual.


Option 5:  QSORRES is completely sponsor-defined.

	
	QSTEST
	QSORRES
	QSSTRESC
	QSSTRESN

	Option 5
	ENERGY
	sponsor-defined
	2
	2

	
	EMOTIONS
	sponsor-defined
	1
	1


	Option
	Pros
	Cons

	5
	· No restrictions placed on sponsor for QSORRES, so minimal adverse impact to sponsor for complying with model.

· Sponsor can define QSORRES best to suit sponsor's needs, both data management-wise and reporting-wise.

· QSSTRESC and QSSTRESN are really the values of interest, and in this case at least, there is no disagreement as to how these would be populated.
	· Means model and implementation examples are not as tight as they could be. 

· Would require changes to IG (e.g. CDISC Notes in IG be made more clear to explain "decode").


DISCUSSION: 

QSSTRESC as an exact copy of QSORRES (values which are textual and not numeric) is not represented as an option. This is intentional since the “standardization” of this data is to convert to a numeric result.  Options discussed to represent the high and low values for the question:

· SUPPQS - this is really metadata and not data

· Define.xml and not in the data itself

· QSSTNRC (Normal Range for Character Results) - not really a  normal range but a list of possible values

Diane commented that this questionnaire is asking for rank- e.g. if you choose 2 then this is 2nd in rank 
Sandy made a convincing case (at least for Mary and Gail) that the purpose of --ORRES is to reflect CRF design which is support for Option 5.  Generally in agreement with option 5 so next steps are 1) get requirements/options regarding define.xml 2) investigate the impact on other Findings other than questionnaires.

Need the ability to specify value level metadata at the test level for range of possible values and meaning of those values.  Gail noted that this was on the list of requests for xml team from July 08 ADaM metadata team at the CDISC INTRAchange.   Open question for define.xml is “how to represent metadata describing the upper and lower bounds of a result and the intermediate values and what they mean.”  Susan Hamilton will bring the topic to the CDISC INTRAChange define team meeting scheduled for Q2 on Thursday, July 9, 2009. 

ACTION ITEM:  Susan Hamilton will bring the question “how to represent metadata describing the upper and lower bounds of a result and the intermediate values and what they mean”   to the CDISC INTRAChange define team meeting scheduled for Q2 on Thursday, July 9, 2009

B. --ENTPT and --STTPT Variables - BRIDG compatibility with allowing either dates or text to be used.  Discussion is deferred to next SDS meeting. 

6. Team Updates

· Oncology Team:  Comments on the Tumor Domain package were reviewed, and the initial disposition work was begun.
· Device Team: (Carey Smoak): The device team is working on a story board (high-level work flow) for the following areas: 

· Imaging 

· Implantables 

· Diagnostics 

The CRF analysis sub-team is making steady progress on reviewing the domains which were submitted from more than 40 companies.  They are meeting 1-2 times per week. 

· Exposure Subteam: (Janet):  No update.

· Multiple Dates: (Gail):  No update.
· QS Subteam: (Gary C.): See discussion above in 5. New Business.
· Trial Design: (Diane):  We are working to post examples of SDTM Trial Design datasets for real trials in the members area of the CDISC website.  Each example would include a summary of the protocol, the protocol document if in the public domain, an excel workbook containing the SDTM Trial Design datasets, and a document explaining the issues encountered and decisions made in completing the datasets.  We expect to post the first two examples in July.
· Metadata Team: (Carolyn): No update.
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